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DETAILED ACTION 
Notice to Applicant 

[1] This communication is in response to the patent application filed 20 July 2001 . It is noted 
that this application benefits from Provisional Patent Application Serial No. 60/220,135 filed 21 
July 2000 and Provisional Patent Application Serial No. 60/220,204 filed 18 August 2000. The 
IDS statements filed 10 September 2001, 9 October 2001 , 7 December 2001, 3 December 2004, 
31 January 2005, and 10 February 2005 have been entered and considered. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

[2] Claim 26 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 



[A] Claim 26 recites the limitation "said form linking condition" in line 3 of claim 26. There 
is insufficient antecedent basis for this limitation in the claim. 
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Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

[3] Claims 1-5, 20, 22, and 23 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Haessler et al., (United States Patent #4,130,881). 

[A] As per claim 1, Haessler et al., discloses a computer-implemented method for obtaining 
clinical data (Haessler et al.; col. 1, lines 14-15 and col. 2, lines 65-68 and col. 3, lines 1-10 and 
Fig. 1), comprising: obtaining a plurality of medical questions and at least one question linking 
condition from a database (Haessler et al.; col. 1, lines 46-55 and col. 2, lines 18-23); presenting 
at least one of said medical questions to a user (Haessler et al.; col. 2, lines 18-23); receiving 
response data from said user (Haessler et al.; col. 3, lines 13-18); and in dependence on said 
response data and said question linking condition, determining which additional of said medical 
questions to present to said user (Haessler et al.; col. 3, lines 13-18 and col. 4, lines 15-20). 

[B] As per claim 2, Haessler et al., discloses wherein each of said medical questions is 
associated with a corresponding question linking condition (Haessler et al.; col. 2, lines 18-24) , 
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and wherein said determining step comprises evaluating each of said corresponding question 
linking conditions in dependence on said response data (Haessler et al.; col. 2, lines 24-35). 

[C] As per claim 3, Haessler et al., discloses further comprising presenting to said user 
medical questions whose corresponding question linking conditions evaluate to true (Haessler et 
al.jcol. 5, lines 29-38). 

[D] As per claim 4, Haessler et ak, discloses wherein said medical questions comprise higher- 
level questions and lower-level questions (Haessler et al.; col. 4, lines 15-31). 

[E] As per claim 5, The method of claim 4, wherein said presented questions are higher-level 
questions (Haessler et al.; col. 4, lines 15-20), and said method further comprises presenting at 
least one of said lower-level questions to said user if said response data represent at least one 
positive response (Haessler et al.; col. col. 4, lines 20-32). 

[F] As per claim 20, Haessler et al, discloses wherein said presenting step comprises 
presenting information selected from the group consisting of graphical, textual, and audio 
information to said user (Haessler et al.; col. 3, lines 1-28). 

[G] As per claim 22, Haessler et al. discloses further comprising evaluating the consistency of 
said response data (Haessler et al.; col. 4, lines 40-60). 
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[H] As per claim 23, Haessler et al. discloses further comprising presenting a summary of 
said response data (Haessler et aL; col. 1, lines 14-18). 

[4] Claims 29 and 30 rejected under 35 U.S.C. 102(e) as being anticipated by Iliff (United 
States Patent #6,569,093). 

[A] As per claim 29, Iliff teaches a program storage device accessible by a processor, 
tangibly embodying a program of instructions executable by said processor to perform method 
steps for obtaining clinical data (Iliff; col. 30, lines 10-15), said method steps comprising: 
obtaining a plurality of medical questions and at least one question linking condition from a 
database (Iliff; col. 30, lines 25-38); presenting at least one of said medical questions to a user 
(Iliff; col. 31, lines 3-7); receiving response data from said user (Iliff; col. 2, lines 15-32); and in 
dependence on said response data and said question linking condition, determining which 
additional of said medical questions to present to said user (Iliff; col. 2, lines 15-32). 

[B] As per claim 30, Iliff teaches a clinical questionnaire system comprising: a database for 
storing a plurality of questionnaire objects comprising clinical questions and question 
presentation conditions (Iliff; col. 14, lines 8-1 1 and Abstract); a web server in communication 
with said database (Iliff; col. 55, lines 52-55, col. 51, lines 19-21, and col. 30, lines 30-38); and a 
web browser in communication with said web server (Iliff; col. 55, lines 52-55 and col. 30, lines 
30-38), said web browser for presenting selected ones of said clinical questions to a user and 
receiving response data (Iliff; col. 51, lines 19-21), wherein said selected clinical questions are 
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selected in dependence on said question presentation conditions and on said response data (Iliff; 
col. 2, lines 15-32). 



Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co,, 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

[5] Claims 24-28 are rejected under 35 U.S.C. 103(a) as being unpatentable over Iliff. 
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[A] As per claim 24, Iliff teaches a computer-implemented method for obtaining clinical data, 
comprising: obtaining a plurality of forms and at least one form linking condition from a 
database (Iliff; col. 12, lines 35-38 and col. 47 lines 57-61 and col. 2 lines 15-32), each form 
comprising at least one medical question (Iliff; col. 12, lines 35-38 and col. 47 lines 57-61 and 
col. 2 lines 15-32); presenting one of said forms to a user (Iliff; col. 12, lines 35-38 and col. 47 
lines 57-61 and col. 2 lines 15-32); receiving response data from said user (Iliff; col. 12, lines 35- 
38 and col. 47 lines 57-61 and col. 2 lines 15-32); and in dependence on said response data and 
said form linking condition (Iliff; col. 12, lines 35-38 and col. 47 lines 57-61 and col. 2 lines 15- 
32), determining a second form to present to said user (Iliff; col. 12, lines 35-38 and col. 47 lines 
57-61 and col. 2 lines 15-32). 

[i] Although Iliff indicates that his method utilizes forms or screen displays to present 
questions and data to the user (Iliff; col. 12, lines 35-38 and col. 47, lines 57-65), Iliff fails to 
specifically teach the use of forms in each instance of data/question presentation to the user. 

[ii] It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to apply Iliff s broad use of forms or screen displays for presenting data to users to 
Iliff s gathering of patient responses to layers of questions ultimately leading to a diagnosis (Iliff; 
col. 2, lines 15-32 and Abstract). The motivation would have been to arrange diseases, symptoms 
and questions into a set of related disease, symptoms, and question structures, such as objects or 
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lists in such a way that the structures can be processed to generate a dialog with the patient (Iliff; 
col. 1, lines 66-67 and col. 2, lines 1-4) 

[B] As per claim 25, A computer-implemented method for obtaining clinical data, 
comprising: obtaining a first form comprising at least one medical question from a database 
(Iliff; col. 2, lines 15-32, col. 12, lines 35-38); presenting said first form to a user (Iliff; col. 2, 
lines 21-23, col. 12, lines 35-38); receiving response data from said user (Iliff; col. 2, lines 27- 
29); obtaining a second form comprising a plurality of potential medical questions and at least 
one question assembly condition from said database (Iliff; col. 2, lines 27-29, col. 12, lines 35- 
38); and in dependence on said response data and said question assembly condition, selecting 
included questions from among said plurality of potential medical questions for inclusion in said 
second form (Iliff; col. 2, lines 27-29, col. 12, lines 35-38). 

[C] As per claim 26, Iliff discloses further comprising obtaining at least one form linking 
condition from said database, and selecting said second form in dependence on said response 
data and said fortn linking condition (Iliff; col. 2, lines 15-32). 

[D] As per claim 27, Iliff discloses presenting at least one of said included questions to said 
user (Iliff; col. 2, lines 15-32); and receiving second response data from said user (Iliff; col. 2, 
lines 15-32). 



[E] As per claim 28, Iliff discloses obtaining at least one question linking condition from said 
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database (Iliff; col. 2, lines 15-32); and in dependence on said second response data and said 
question linking condition (Iliff; col. 2, lines 15-32), determining additional 'of said included 
questions to present to said user (Iliff; col. 2, lines 15-32). 

[i] Regarding claims 25-28, the obviousness and motivation as discussed with regard to 
claim 24 above are applicable to claims 25-28 and are herein incorporated by reference. 

[6] Claims 6-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Haessler et al 
in view of Benigno et al., (United States Patent #6,230,142). 

[A] As per claim 6, while Haessler et al., teaches conjunctions of higher-level question 
responses and lower-level question responses (Haessler et al.; col. 4, lines 15-31), Haessler et al., 
fails to teach the association of responses representing medical pathways associated with 
predetermined medical conditions. 

[i] However, Benigno et al., teaches the gathering of patient data and question responses to 
represent or indicate medical pathways associated with predetermined medical conditions 
(Benigno et al.; col. 7, lines 50-67) 

[ii] It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have combined the teachings of Haessler et al., with those of Benigno et al. The 
motivation to combine would have been to determine a questionnaire format that allows for the 
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close tracking of a patient's condition and provides the clinical pathway for the patient (Benigno 
et al.; col. 7, lines 52-57). 

[B] As per claim 7, Haessler et al., does not teach implementing the method in a distributed 
computer system. 

[i] However, Benigno et al., teaches said method is performed in a distributed computer 
system (Benigno et al.; col. 8, lines 23-35), said database is stored in a server computer (Benigno 
et al.; col. 8, lines 34-45), said response data are received at a client computer (Benigno et al.; 
col. 8, lines 23-45), and said method further comprises transmitting said medical questions from 
said server computer to said client computer (Benigno et al.; col. 8, lines 27-60). 

[ii] It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have combined the teachings of Haessler et al., with those of Benigno et al. The 
motivation to combine would have been to provide a data storage and manipulation system 
whereby clinical data is collected for patients and stored in appropriate databases in a 
client/server system such that multiple clients such as doctors, hospitals, nurses, insurance 
companies, and other healthcare providers can access a central repository of relevant clinical 
treatment information (Benigno et al.; col. 5, lines 26-33). Further motivation would have been 
to provide a computerized interface between the skilled nurse/caregiver, the patient, and the 
physician (Benigno et al.; col. 6, lines 45-48) 
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[C] As per claim 8, Benigno et al. discloses said determining step is performed by said client 
computer (Benigno et al.; col. 8, lines 23-60). 

[D] As per claim 9, Benigno et al. discloses the determining step is performed by said server 
computer (Benigno et al.; col. 8, lines 23-60), and wherein said method further comprises 
transmitting said response data from said client computer to said server computer (Benigno et al.; 
col. 8, lines 23-60). 

[i] Regarding claims 8 and 9, the obviousness and motivation to combine as discussed with 
regard to claim 7 above are applicable to claims 8 and 9 and are herein incorporated by 
reference. 

[7] Claims 10-13 and, 19 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Haessler et al., in view of Iliff. 

[A] As per claim 10, although Haessler et al., teaches a database storing questions, Haessler 
et al., fails to disclose storing patient responses in the database. 

[i] However, Iliff teaches storing said response data in a clinical database (Iliff; col. 47, lines 
57-67). 
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[ii] It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have combined the teachings of Haessler et al., with those of Iliff. The motivation to 
combine would have been to ask a patient disease related questions, and encode patient 
responses (Iliff; Abstract) such that future diagnostics could be enhanced by the ability to 
compare future patients to patient data stored or encoded in the system (Iliff; col. 7, lines 59-67 
and col. 8, lines 1-10). 

[B] As per claim 1 1, Iliff teaches storing clinical data from additional users in said clinical 
database (Iliff; Abstract and col. 47, lines 57-67). 

[C] As per claim 12, Haessler et al. teaches further comprising, at a later time, repeating said 
obtaining, presenting, receiving, and determining steps to obtain later-time response data 
(Haessler et al.; col. 4, lines 40-44). Haessler et al., does not teach storing said later-time 
response data in said clinical database. 

[i] However, Iliff teaches storing response data in said clinical database (Iliff; col. 7, lines 
59-67, col. 8 lines 1-10 and Abstract). 

[D] As per claim 13, Iliff teaches storing laboratory data in said clinical database (Iliff; col. 7, 
lines 59-67, col. 8, lines 1-10, and col. 10, lines 10-17). 
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[E] As per claim 19, Iliff teaches assigning a weight to said response data, wherein said 
determining step is performed in further dependence on said weight (Iliff; Abstract and col. 24, 
lines 23-32 and col. 2, lines 15-32). 

[i] Regarding claim 11-13, and 19, the obviousness and motivation to combine as discussed 
with regard to claim 10 above are applicable to claims 11-13 and are herein incorporated by 
reference. 

[8] Claims 14-18 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Haessler et al. 5 in view of Cairnes (United States Patent # 6,139,494). 

[A] As per claim 14, although Haessler et al. teaches generating patient responses to 
questions concerning disease specific symptoms (Haessler et al.; col. 4, lines 25-31), Haessler 
fails to teach the comparison of patient data or responses to stored conditions or a threshold that 
would indicate the need for an alert. 

[i] However, Cairnes teaches further comprising obtaining clinical alert conditions from said 
database, and comparing said response data with said clinical alert conditions (Cairnes; Abstract 
and Fig. 1 and col. 1 1, lines 24-33). 

[ii] It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have combined the teachings of Haessler et al., with those of Cairnes. Such 
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combination would have resulted in a system capable of presenting questions to a patient, 
recording patient answers, and selecting subsequent questions in accordance with the answers 
given to previous questions (Haessler et al.; col. 1, lines 18-23). Further such combination would 
have provided the ability to utilize patient responses to queries to compare the clinical state of 
the patient to predefined medical parameters and notify a Personal Health Advisor when data 
exceeds the bounds of the predefined parameters (Cairnes; Abstract and col. 11, lines 24-33). 
The motivation to combine would have been to provide for effective sign and symptom 
surveillance, medications management, adherence monitoring and support, and timely 
responsiveness to changing conditions (Cairnes; col. 1, lines 57-64). 

[B] As per claim 15, Cairnes teaches presenting a clinical alert to said user in dependence on 
said comparison (Cairnes; Abstract and col. 11, lines 24-33). 

[C] As per claim 16, Cairnes teaches presenting a clinical alert to a designated person in 
dependence on said comparison (Cairnes; Abstract and col. 12, lines 13-40). 

[D] As per claim 17, Cairnes teaches contacting a designated person in dependence on said 
comparison (Cairnes; Abstract) 

[E] As per claim 18, Cairnes teaches presenting disease-specific questions to said user in 
dependence on said comparison (Cairnes; col. 11, lines 24-33, col. 12, lines 13-19 and col. 13, 
lines 34-51). 
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[F] As per claim 21, Cairnes teaches wherein said response data are received via a medical 
instrument (Cairnes; col. 2, lines 65-67, col. 3, lines 1-15). 



Conclusion 



The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure: 

(1) Consentino et al., United States Patent #6,290,646, Apparatus and Method for Monitoring 

and Communicating Wellness of Ambulatory Patients Parameters. 

Description: In United States Patent Number 6,290,646, Consentino et al., discloses a 
monitoring device that incorporates transducing devices for converting the desired measured 
parameters into electrical signals capable of being processed by a local computer or 
microprocessor system. The device interacts with the ambulatory patient and then, via a modem 
or other electronic communication device, transmits the measured parameters to a computer 
located at a remote site. At the remote location, the various indicia of the ambulatory patient's 
condition are monitored and analyzed by the medical professional caregiver. To provide the 
ambulatory patient with an added level of convenience and ease of use, such monitoring device 
is contained in a single integrated package. 

(2) Ahmed, United States Patent Application Publication #2002/0107824, System and 
Method of Decision Making. 

Description: In United States Patent Application Publication Number 2002/0107824, Ahmed 
discloses a system and method that employs information systems theories and expert systems 
theories to provide a process, apparatus and method for decision making, based on emulation of 
the human decision-making process using expert-generated primary bias values, wherein a 
primary bias value associates a particular alternative possibility of a possibility set with a 
particular query, and reflects the expert's conception of the relative degree of predictive value of 
the query for the particular alternative relative to other alternatives in the possibility set. In 
particular embodiments, the present invention provides a process, apparatus and method for 
providing a medical diagnosis or medical self-assessment. 
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(3) Kehr et al., United States Patent #6,085,752, Method and Apparatus and Operating 
System for Managing the Administration of Medication and Medical Treatment Regimens. 

Description: In United States Patent Number 6,085,752, Kehr et al., discloses a medical 
monitoring device, operating system, and method for managing administration of medical 
treatment regimens for treating a patient's medical conditions. The device stores medication 
schedule data, treatment data, patient query data, and patient response data. The device includes 
a controller for controlling modes of operation of the device, controlling access of the memory, 
controlling display of the treatment data and the patient query data on a display, receiving and 
processing patient response data, tracking timing, and providing scheduled medication alarm 
signals. The device further includes dedicated keys interfaced with the controller. Each 
dedicated key is associated with one of the medical treatment regimens, and initiates the display 
of treatment messages relating to the associated medical treatment regimen. Successive 
actuation of each dedicated key initiates the display of further treatment messages relating to the 
associated medical treatment regimen. The device further includes soft function keys interfaced 
with the controller. The soft function keys signal the controller, commanding it to execute 
different modes of operation of the medical monitoring device. The device provides scheduled 
medication alarm signals that alert the user concerning prescribed medications due to be taken. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert D. Rines whose telephone number is 571-272-5585. The 
examiner can normally be reached on 8:30am - 5:00pm Mon-Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Thomas can be reached on 571-272-6776. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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